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INTRODUCTION

The Certificate of Need authorizing Suburban Hospital {"Suburban") to' implement a cardiac

surgery, research, and training program directed Suburban to submit a written report each year,-

providing an "engoing evaluation of the benefits and costs of the [QHS] program.” Annual reports must

"he [n a format . . . acceptable to the Commission™ and are due within 150 days after the end of
Suburban's fiscal year. . :

In response to a Suburban inquiry, Commission staff advised that annual reports should include:

s "a statement of program goals and objectives, including a description of
program priorities over the first three years of operation;“

o “definitions of the program benefits and costs to be measured and the specific
measurement scale to be applied;”

s "a description of the System which will be employed to acquire the
necessary data to measure community benefits and costs of the program;”

* "An analysis of community benefits and costs during the annual reportihg
period."

- Commission staff also advised that annuai reports should {1} "fotus on community beneflts and

costs in the Metropolitan Washington regional service area . . . and measure the impact on existing
programs in [this] area®; and (2} "provide documentation and specific data to support the analysis
of community benefits and costs."! {ref: Se'ptehlber 22, 2006 letter from Pamela Barclay, Director,
Center for Hospital Services, to Andrew L. Solperg.)

This filing Is Suburban Hospltaf.’s EIGHTH Annual Report.

"The Metmpohtan Washington Regional Service Area Includes Momgomer',f,
Prince GEOng 5, Calvert, Charles, and St. Mary's Count[es and Washington, D: C ’
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EXECUTIVE SUMIMARY

In Fiscal Year (FY) 2013, the NIH Heart Center ‘at Suburban. Hospital continued to provide
extraordinary care, besting both National and Maryland quality benchmarks, in some Instances by large -
margins, as demonstrated by information from the Society of Thoracic Surgery {STS) and American
College for Cardiology (ACC) databases. During this same twelve month period, the OHS {Open Heart
Surgery)/PCl {Percutaneous Coronary Intervention) program at Suburban Hospital saved payers
nearly $5.2 million when the cost of care at Suburban Hospital Is compared with the costs that would
have been incurred had procedures performed at Suburban Hospital been performed elsewhere.
In addition, the collaborative reséarch program involving Suburban Hospital and the National
Heart, Lung & Blood Institute of the National institutes of Health ("NHLBI") continues to support
relevant .and significant t_ransiatiénél cardiovascular research. Finally, Suburban Hospital continues
to exceed the CON-imposed cardiac surgery volume requirements and exceeds all quality indicators as’

compared to both the region and nation as determined by performance refative to the benchmarks of
the Society of Thoracic Surgery national data base. '

Savings and volume indicators are discussed below, Reésearch, the expanded outreach
‘program, and quallty of care are addressed In later sections. The financial benefits resulting from

the initiation of a cardiac surgery and elective angioplasty program at Suburban are related in
Table 1: ‘ ' T

Table 1
Financial Benefit in FY'13
Resulting From initiation of
OHS/Elective PCl at Suburban

Category Amount
Research® $ 5,000,000
Savings to Payers s 5,193,328
Uncompensated Care; Charity Care s 514,369
Uncompensated Care: Bad Debt ) 716,958
Qutreach - Incremental* S 70,000
TOTAL FINANCIAL BENERT $ 11,494,655

*Estimated FY13 Research benefit
representing Operating Bevenue
from cardiac surgery Tesearch
efforts
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PROGRAM DISCUSSION
[, Savings

The case-mix adjusted average charge per case for OHS/PC! care at Suburban Hospital continues
to be significantly lower than comparable charges at the four other OHS/elective PCl providers in
the metropolitan Washington region (the “Region”} where these cases would have been
performed if Suburban Hospital did riot provide cardiac surgery and elective angioplasty care. As
demonstrated in Table 4, for the 12-month period ending June 30, 2013 payers and patients
saved nearly $5.21 miilion as a result of the initiation and ¢ontinuance of cardiac surgery and
elective anglop[asty services at Suburban Hospital.

To identify savings, Suburban Hospital first used HSCRC data to compare the case-mix
adjusted average charge per case for cardiac surgery and angioplasty at Suburban with charges
- for similar care at Washington Adventist Hospital ("WAH"} and Prince George's Hospital
Center ("PGHC"), the two Maryland-based OHS/elective .PCl providers in the Region. As
shown in Table 2, below, Suburban's charges are 13.8% favorable to the charges for OHSI at
WAH and even greater, at 29.8% favorable, compared with PGHC. Similarly, Suburban’s charges -
for PCI {"angioplasty”) are 29,8% favorable to WAH and 30.4% favorable to PGHC.

Table 2 .
SH Case mix Adjusted Avg Charge Per Case Compared to Other Maryland OHS Provlders

- - OHS S
" Maryland Bospital Comparlson | 7 Avg Appr Chg Peicase” % Differénce percase | “Avg Appr Chg Per case
" Suburban ¢ $63,117 - $27,892 -
WaH 374,813 13.8% [ $36,206 __29.8%
PGHRC 481,929 - 29.8% - .$35=£ﬁ4 . 304%
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As the Commiission well knows, comprehensive charge data are not available for Washington,
D.C. based OHS providers; however, analysis of Medicare data shows that the average case-mix
adjusted Medicare payments for OHS care at Suburban Is favorable to Medicare payment for similar

care at Washington Hospital Center ("WHC") and George Washington University Hospltal (“GWUH")
two D.C. hased OHS providers.

As shown in Iabie 3%, suburhan’s average adjusted (eimbu‘rsement per Medicare OHS
case {545,926} is 38.0% favorable to Medicare payment to WHC ($63,384) for similar care. The

difference betwéen Medicare payments to Suburban and GWUH for similar care is also
significant, at 35.2% favorability.

’ Simi[ar differences exist for angioplasty provided at Suburban when compared. to Medicare

reimbursement for angioplasty provided at WHC (24.6% favorability) and George Washlngton
(22 0% favorability). .




Table 3 N
SH Average Medicare Payments Per Case Compared to DC Providers
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R

Hasphal : Avi Medicare Pint Per Case | % Différencaper case | Avg Medicare Pt Par Case | % Differenca par tase
Suburban 545,926 - 521,824 -
WHC $63384 35.0% $27,184 24.6%
GWU $62,069 35.2% 426,620 220%

_ . P suburhan assumed that the difference between Suburban's case mix adjusted
Medicare payments and those of the Washington, D.C. providers reflect the difference in payments for all payers.

Savings associated with the differences related above are reflected in Table 4. As noted there,
for the twelve month period ending June 30, 2013, patlents and payers saved in excess of $3.6
million for OHS cases and greater than $1.5 million in terms of PCI cases as a result of cardiac
surgery and angioplasty being available at Suburban Hospital. As expected, the number of cases

that would have been performed at the two DC-based providers Is greater than the number of
cases redirected from the two Maryland providers.

Table 4

Savings to Payers Resulting from OHS and PCI Care Provided at Suburban

Savings Per Case | Allocated cases | -

T L X S0 PR :‘ B
WAH $8,695 49 $426,077 . $g313 59 $450,475
.- $18,812° 20 $376,233 $8,491 15 $127,368
| SUBTOTAL, Savings to Payers, WD hospitds $802,311 ' 3617842
R R R S PR S5 DO Hospitals S
WHC $17,458 154 $2,688526 $5,360 Se0s,791
oW $16,143 9 $145,287 $4,796 7 $33,570
SUBTOTAL, Savings to Payers, DC hospitals $2,833,813 $939,361
TOTAL: MDDC % $3,636,124 .

Total Savings to Payers {OHS + PCl) = $3,636124 + $1,557,204 = $5,193,328:
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IL. Cardiac Surgery Volumes

On August 30, 2006, the Commission issued its Final First-Use Approval for the OHS/PCI
program at Suburban. As related in the CSmmission's Order, this action authorized "full
implementation of cardiac surgery [and] percutaneous coronary intérvention setvices,”
Suburban, accordingly, was required to achieve the minimum volume standards within 24
months of that action, L.e,, by August 31, 2008. During the time period September 1, 2006
through August 31, 2007, there were 188 CON defined cardiac surgery cases performed at
Suburban. During the time period September 1, 2007 through August 31, 2008, the actual first
year “counted” by the MHCC, there were 215 CON-defined cardiac surgery cases performed at
Suburban. During the time period Septamber 1, 2008 through August 31, 2009, there were 226
CON defined cardiac surgery cases performed at Suburban Hospital. During the time perlod
September 1, 2009 through August 31, 2010, there were 242 CON defined cardiac surgery cases
performed. During the time period September 1, 2010 through August 1, 2011, there were 223
CON defined cardiac surgery cases performed. In Suburban Hospntal’s 6“‘ annual report filing, it.
was recommended that volume report time periods he altered to align with the hospital’s fiscal
year definition (July 1 thru June 30). During the time perlod‘luly 1, 2010 through June 30, 2011,
the CON volume remained constant at 223 cases. In fiscal year 2012 Suburban Hospital's CON
defined open heart surgery volume reached 245 cases. And in the most recent fiscal year (FY
2013, representing the time period spanning July 1, 2012 thru June 30, 2013} Suburban hospital

‘performed 228 CON defined cardiac surgery procedures, A FY13 volume graphlcaE deplctlon is
provided in Appendlx C. ¢
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GOALS AND OBJECTIVES

The goals of Suburban’s cardiac surgery, elective and emergency angioplasty, research and
training program, operated in conjunction with its partners, NHLBI and Johns Hopkins Medicine
("Johns Hopkins") are as related in the Suburban CON application,

Following is a summarized report on the status and progress towards each fdentiffed goal.
Suburban Hospital shall provide to the Commission additional information reiated to any
speaﬂc individual goal upon request,

Goal 1: Provide Excellent Care

The primary goal of the program is to produce clinical outcomes and patient satisfaction equal to
those experienced by Johns Hopkins and other high-quality programs as meastired by comparative
data from the Society of Thoracic Surgeons' National Cardiac Database. Patients undergoing a

cardiac surgical procedure at Suburban are enrolled in this database, which includes over 1.3
million patients.

All patients receiving care at Suburban are enrolled in national databases. Cardiology patients
“studied in the catheterlzation lab suite are entered into the American College of Cardiology
Registry; cardiac surgery patients are enrolled in the Society of Thoracic Surgeons' National
Cardiac Database. Suburban’s cardiac surgery program received 3 stars for quality from the STS
which is the highest score achievable. As related in the following table, from the most recent
cumulative data (May 2006 through December 2012} issued by the Society of Thoracic

Surgeons, the care provided at Suburban Hospital exceeds all quality indicators when compared
to the national and regional benchmarks. :




 SUBURBAN HOSPTA

. * NIH Heart Center at Suburban Hospital .
‘Quality Indicators from the Society of Thoracic Surgery National Cardiac Database
May 2006 through December 2012 — Cumulative

.| Natlonal ={ -Suburban Regional

: 10D sed| -standard - |* Hospital - | Y Group -
Risk Adjusted Mortality 2.1 1.6 2.2
Operative Mortality ; . -
O/ -rati 11 . 0.8 1.2
Re-ops for bieed % ) 2.4 3.2 2.5
Sternal infection % - .3 0.0 0.3
Leg infection % 0.4 0.1 0.4
Stroke % 1.4 0.5 1.4
AFib postop % 243 118 23.3
High risk patients %

{Class NYHA IV+CHF) . 9.3 123 8.6
Urgent CABG % 52.6 63.5 51.0
Pre-op Unstable Angina% (CABG) 30.6 394 36,9
Pre-op Arrhythmia % (CABG) 9.4 13.6 9.9
Pre-op Cardiogenic Shock % 1.7 3.1 1.7
.Median Post Op LOS:

CABG 7.0 ‘4.0 7.0
Valve 7.1 4.1 7.2
CABG/Valve : 8.4 7.1 ’ 7.7
Readmission rate % 10.1 7.1 11.0
* Anti-Lipid @ dfc % 95.1 93.8 94.6
* B Blocker @ dfc % , 944 94.6 94.0
*ASA @ dfc% . ) 96.5 99.2 96.3
* Cardiac Rehab % 89.1 100 39.1
Mitral valve repairability index 100

Patient satisfaction g5th

percentile

Information based on Society of Thoracic Surgeons (STS) natlonal Cardiac Database

* Medication at.Discharge (D/C) reflects CABG patients
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Goal No. 2: Perform Cardiovascular Surgery Research of National'Sighifiéance

Suburban Hospital’s renowned cardiovascular surgeons continue to work closely with the
NHLBI to develop and support significant translational research, A list of ongoing and
completed research efforts is provided in Appendix A.

Among the other significant research performed, Suburban is extremely proud to report that
during this fiscal year Dr. Keith Horvath performed the 2™ transmyocardtai laser
revascularization and stam cell treatment case in the world.-

With the Suburban Hospital intégration with Johns Hopkins Medicine, Dr. Theodore Abraham
continues to serve as Assoclate Dean for Research In the National Capltal Region. Dr.
Abraham collaborates with the NHLBI leadership to oversee the research activities of this
project in close consultation with the NHLBI sclentific director and clinical director, NIH and

Suburban Hospital leadership meet.on a bi-annual basis and as-needed to discuss progress
and growth of research efforts.

Goal No. 3: Offer an Innovative Tralning Program

Training the next generation of academic cardiac surgeons and cardiologists Is another goal and
unique feature of the Suburban program. NIH has always captured the imagination of young
physician scientists, with an environment including both biomedical scientists and physician
mentors. Suburban’s program supports collaborative efforts extending to post-doctoral fellows
~ and post-baccalaureate students. Research fellows-are also currently at work in Cardiac MRI in
a joint program between Suburban and NHLBI that beganin 1999, With the advent of the GHS
program, the depth and breadth of the dlinical experience for these fellows have increased. A
similar training program for fellows in a joint Suburban/NiH Stroke program alsc began in 1999,

Goal No. 4: Continuous Process Improvement

As an lategral part of the Suburban Hospitdl program, continued process improvement requires a
careful definition of métrics to assess process and outcome variables, and a forthright sharing of
best practices, assessed by repeated site visits by peers. Suburban Hospital participates in
hationwide programs aimed at process improvement. In addition, the internal review and

. oversight processes Involving Johns Hopkins, NHLBI and Suburban ensure that continued -

process improvement will be focused on quality outcomes, patient safety and satisfaction, and
‘process efficiencles,

11
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Goal No. 5: Continue to Address Disparities through Expanded Outreach, Prevention,
Detection, and Treatment-

Suburban Hosp-ital is extremely proud of our continued efforts to extend comimunity
outreach to areas that lay beyond the traditional hospital service area definition. A
detailed overview of outreach efforts is provided in Appendix D.

' Obiectives:

- Increase recognition of the NIH Heart Center at Suburban Hospital in Southerh Maryland
through promotion, publications and education.

o Provide financial support in FY 2014 for home scales to MedStar St. Mary’s Hospital's
Congestive Heart Failure program. '

o -Create a competitive scholarship fund initiative to support a cardiovascular or cardiac-
related program for the Calvert Memoria! Hospital Health Ministry Team Network.

) o Enhance collaboration and education with the Prince George's County youth via the
Youth Garden program and/or Safe Nights at the Suitland Community Center.

e Identify a second site for expanding the Suitland Dine & Learn program by July 2014,

s 50 percent of Senior Shape Exercise Program participants will improve on at least two
{2) of the four (4) fitness assessment areas during FY 2014.

o Conduct at least one (1) Freedom From Smoking Cessation Program in Prince George's
County, : ;

¢ Explére opportunities for partnering with at least one (1) Prince George's County
hospital and identify areas where the NIH Heart Center at Suburban Hospital -can
support their cardiovascular health improvement initiatives.

12 -
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The NIH Heatt Center at Suburban Hospital / Johns Hopkins Medicine has strengthened and
‘maintained an ambitious outreach program to low-income, underserved areas that are racially
-and ethnically diverse, The primary program outreach areas are in Southern Maryland, inciuding-
Prince George's, Calvert and St. Mary's Counties. Since the submission of fast vear’s report,
Suburban Hespital / Johns Hopkins Medicine’s-Community Health & Wellness Department dedicated
$70,000 towards in-kind and financial support of cardiac outreach programs and services for Southern
Maryland residents. With that financlal support, Suburban Hospital / Johns Hopkins Medicine has
funded senior exercise and fitness programs, cardiac programming and initiatives, heart healthy
cooking demonstrations, community health events, cardiovascular health education
presentations and health s_creehings to a total of 12,306 Southern Maryland residents, of which
9,646 were from raclafly and ethnically diverse populations. A compiehensive discussion of the
NiH Heart Center at Suburban Hospital / Johns Hopkins Medicine’s expanded Southern
Maryland outreach efforts is included as Appendix D.

In fiscal year 2012, Suburban Hospital / Johns Hopkins Medicine dedicated $20.4 million dollars
in community benefit contributions to support the needs of the community members residing -
in Montgomery County and Southern Maryland counties. This year in fiscal year 2013,
"Suburban Hospital / Johns Hopkins Medicine committed $22.6 million dollars. Suburban
Hospital / Johns Hopkins Medicine’s Community Health & Wefiness Departiment Outreach Program
participated in 2,729 events during FY 2013, reaching a total of 86,606 individuals of which, 24,468
represented racially and ethnically diverse populations. '

Part of what makes Suburban Hospital / Johns Hopkins Medicine’s Southern Maryland
cardiovascular outreach so successful Is the partnerships that have been created to achieve a
shared goal. Suburban has succeeded in collaborating with nearly sixty hospitals, faith-based
organizations, senior and recreation centers, non-profit organizations, academic institutions,
"government agencies and embassies. Through these partnerships in Southern Maryland,”

Suburban Hospital provided more than 615 cardiovascular health education services and events
in FY 2013,

13
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CONCLUSION

The NIH Heart Center at Suburban Hospital continues to evolve and provide high quality, cost
effective, and accessible cardiac surgery and emergent and elective angloplasty care to'patients
in Maryland and the suburban-Washington D.C. market area. As noted ahove, continued

savings to payers have been substantial, outcomes have been outstanding, and patient
satisfaction has been high,

Research efforts are proceeding with. laboratory, work performed by Dr. Keith Horvath and his
NHLBI colleagues in-the .area of transmyocardial laser revascularization, MR guided valve
replacement and xenotransplantation. Clinical research efforts are focusing on "the incidence of
stroke after cardiac surgery, myocardial protection during cardiac surgery, and ex-vivo work
“examining the usefulness of nitrite administration to prevent ischemic injury in atrial tissue
harvested at operation. The NIH Heart Center at Suburban Hospital is participating in the
Cardiac Thoracic Surgery Network {CTSN). This research consortium is testing various surgical
approaches to fnitrai regurgitation and atrial fibrillation.-

Suburban Hospital has focused on access and continues to work with other area hospitals without

cardiac surgery/elective PCl to facilitate easy, dependable and rapid transport for patients in
need,

The large team of expert caregivers at the NIH Heart Center at Suburban look forward to
continuing growth in clinical services, research and training. With the recent integration with John’s
Hopkins and the ongeing partnership with the NHLBI, both organizations are pleased with the
program and continue to be very supportive.

Suburban Hospital contintes to expand its vigorous community outreach programs and looks
forward to furthering expansion and successful preventive efforts in the future.

14
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NI

INDUSTRY .

TRIPS STUDY (Dent. of Transfusion

C8TS8: Cardine  Surgery  Ounicomes:

Medicine)
A PROSPECTIVE STUDY OF
TRANSFUSION-TRANSMITTED
INFECTIONS Protocol: 01-CC-0231
- This study wiil envoll blood donois and
“prospectively followed blood recipients
in order to: 1) establish ongoing
swveillance of the incidence of
breakthrough infections from transfusion-
transmitted agents for which there ave
existing donor-sereening assays (e.g.
BBV, HCV, HIV, human T cell
fymphotropic virus [HTLV]); 2) monitor
the transfusion 1isk of established
infectious agents that ave not rouiinely
screened in blood donors including
CMYV, EBY, parvovirus B-19, HHV-8
[Kaposi’s satcoma virus], and the
recently described SEN and TT viruses
(possible hepatitis agents); 3) establish a
tepository of linked donor and recipient
samples so that any newly emerging
infectious agent cait be vapidly evaluated
for its threat to the blood supply.
Screening started January 2008, Through
October 2013, approximately 1290
subjects have been sereened, 194
consented and 106 envotled at this site.

Amendment to Protocob:G1-CC-0231
DTM wishes to cxpand envollment at
Suburban Hospital (SH) by enrolling heart
surgery patients irrespective of blood group
andl by adding a non-transfused control
population. Hence all patients undergoing
heart surgery will be eligible for enrollment
if they meet other study criteria. The goal
of the study wilf be to follow all consenting
heart surgery patiends at Subutban Hospital
for six months post-transtusion and'to .
measure molecular and serologic evidence
of a recent infection temporally associated
with blood transfusion. When donor

samples ate available, phylogenetic iinkage'

Comparing. the Comprehensive Unit-

Based Safety -Program_(CUSP) and

Tyanslaiing  Eyidence intoPractice

(TRIP} {o. Passive Reporting, IRB of

Record:Hopking (NA_ 00042255}

~ Johns Hopkins is spearheading this
patient safety initiative. The overall goal
of this program is {o substantially reduce
the mottality, morbidity, and costs of
care In patients having cardiac surgory by
implementing an inferdisciplinary and
mulfifaceted patient safety program,
demonstrated in Comparative
Effectiveness Research (CER) to
improve patient outcames in 19 hospitals,
Specifically, the purpose is to evaluate
the combined impact of a patient safety
program in cardiac ORs, ICUs, and
swrgical floors compared to passive
feedback of outeomes on SSI {surgicat
site infections), CLABSI (Centyal line
associated blood stream mfecnons), and
VAP (ventilator- associated pneumonia}.
A waiver of consent was granted fo
Hopkins fiom the JHM IRB and
Suburban Hospital was added asa
Hopkins site, SHRRC granted permission
to include Suburban Hospital as a study
site June 2011, Parlicipation continues
through October 2013,

10/31/2013
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analysis will be performed to more
specifically implicate transfusion as the
cause of the infectious event. Enrollment is
anticipaied to begin in 4™ quarter of 2013,

Cardiothoracic Surgical Networlg
{CTSN) .

The goal of the Network is to foster a
culture of rigorous sclentific comparisons
and promote the evaluation of newer
surgical techuiques, technologies, devices,
and Innovative phatmaceutical and
bioengineered products direcied at
cardiovasculat disease. The network
enables research teams led by cardiac
surgeons to evaluate newer thevapies and
techniques as they move from laboratory .
science fo broad clinical use, With support
from the National Heart, Lung and Blood
Tnstitute at the NIH, CTSN provide the -
infrastructure to develop, coordinate, and
conduct multiple collaborative proof-of-
concept elinical studies and interventional
protacols to improve cardiovascular disease
outcotes, Currently there ave four studies
that have been submitted to the [RBs.

1, SURGICAL INTERVENTIONS
TOR MODERATE

ISCHENIC MITRAL _
REGURGITATION (NA-00045254
Hopkins) Profecdl:09-H-0050

A Randomized multi-center trial
to.evaluate the safety and efficacy of
mitral valve yepaiv for moderate

ischemic mitral regurgitation in patients |

diagnosed with moderate ischemic MR
with a clinical lndication for CABG.
The first network subject was enrolled.
December 2008, Following IRB
approval, screening began In Febmmy
2009, ‘The study met its enroliment goal
of 300 in April 2013, Four subjects have
been envolled af this site,

2 EVALUATION OF OUTCOIV.{ES

Improving Handoffs/Transitions of Care

for Cardiac Surgery Patients. IRB of

Record:Hopking (NA 00034813
This is a sub-study of the Cardiovascular
Surgica! Translational Study (CSTS)
collaborative project, The overall
abjective of the study is to identify the
potential visks for post-operative cardiac
surgery patients® safety in care
trausitions, and to develop methods and
tools to reduce these risks, The focus will
be on cardiac surgery patients because of
the complexity and severity of their
illnesses and theiv needs for receiving
medical cave from various practitioners in
muitiple sctlings. This study will involve
observations of transitions of care/ hand-
off processes (from OR to ICU,
ICUMloor-if applicable-, and the
discharge planning process such as
ingluding discliarge rounds, ete.),
individual observations of cave providers,
anl interviews with individual care
providers, all conducted by the research
team. Suburban was added as a Hopkins
site- through the JHM TRB in Janvary
2012. SHRRC granted permission fo
include Suburban Hospital as a study site
in February 2012. Participation continues
through October 2013, :

10!‘31/2013
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F OLLOWING MITRAL,

VALVE REPAIR{RDPLACE‘.ENT
IN SEVERE, CHRONIC
ISCHEMIC MITRAL
REGURGITATION (INA 000452?7

* Hopkins) Protocol: 09:11-0166

The overall objective of this study is to
evaluate the safety and efficacy of mitral
valve repair and mitral valve
replacement for patients with severe
ischemic mitral regurgitation (MR,
Specifically, this study compares mitral
valve tepait with annuloplasty and a
subvalvular procedure for severe
fethering to miteal valve replacement
and cotnplete preservation of the sub-
valvular apparatus.

¢ The primary aim of this trial is to

evaluate the impact of these Two surgical |

approaches on left ventricular
rerodeling,

° Secondary aims of tius trial include
assessment of the impact of these two

© stegical inteyventions on cardiac
performance, mortality, adverse events,
quality of life, functional status, severity
of MR, aixi health resource nse.
Tollowing IRB approval, screening .
began in June 2009, There have been
two subjects envolled and one sereen
failure at this site as of March 2012, The
_ study reached its goal of 250
randomized patients on Febimary 10,
2012, Patients will continue in follow-
up for two yeats pet the protocol’s
schedule of evenis,

3, SURGICAL ABLATION YERSUS

A Phase 21, Randomized, Double-Blind,

- NOQ SURGICAL ABLATION T I‘OR Placebo-Conirolled, Safety and Lificacy
PATIENTS WITH Trial of Multiple Dosiug Replinens of
PERSISTENT OR  © - ABT-719 for the Prevention of Acute

- LONGSTANDING PERSISTENT Kidney Injwry in Subjects Undergoing
ATRIAL FIBRILLATION High Risk Cardiac Surgery
UNDERGOING (NA 00079223 Hovkins)

MITRAL VALYE SURGERY The study objective is to compace the

(NA_00045294 Hopkins)
The primary aim of the study is to

safety and efficacy of doses of 800 meg/kg,
1600 meg/kg and 2100 meg/kg intravenous

1043172013
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determine if surgical ablation of non-
paroxysmal AF is more effective than
mitral valve surgery (MVS) alone in
reducing incidence of post-MVS AF at 1
yeat. Inclusion of two different lesion
sets in the ablation group (pulmonary
vein isolation onty [PVI] and a biafrial
Maze lesion set) will provide

- preliminary data to guide development
of a follow-up study comparing
effectiveness of these 2 lesion sefs. In
addition to 72-hour continmous thythm
assessment at I year'(Holter), we will
employ weekly transtelephonie
motitoring to inform foliow-up
strategies for future irials of rhythm
control in AF, 260 subjects will be
enrolled and 255 subjects have been
entolted to date, IRB approval of
protocol revisions was granted in June
2009 and CMS approval has been
obtained. IRB approval was granted for
version 3,2 of the protocol. Enrollment
began in February 2010. The stody
teached its goal of 260 randomized
subjects in Septetnber 2013, Six subjects
were ervolled at our site, Follow up
continues as of October 2013

4, MANAGEMENT PRACTICES
AND THE RISK OF INFECTIONS
TOLLOWING CARDIAC
SURGERY (NA 00045301 Hopkins)
The overall objective of this
observational study Is to identify
management practices that put patients
at risk for Infections following cardiac
surgery,*The specific aims of this
observational study are:

a. To identify modiflable management
practices (e.g. sugical site preparation,
central line management) and patient -
characteristios (e.g, <liabetes) that are
predictive of postoperative infections
b. To delineate management practice
vatiations that may be associated with
higher Infection rates among

(IV} infusions of ABT-719 to placebo in
subjects who are at tisk of Acute Kidney . -
Injury (AKT) and undergoing pro-defined
oni-pump cardiac surgery, The protocol was
reviewed at the SHRRC on Decernber 11,
2012 and has received approval from the
opkins elRB, An amendmetit to'the
protocol was approved by the ¢IRB at
Hopkins, Screening began it June 2013,
Three participants have been randomized

and two have soreen failed as of October
2013,
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patticipating clinical centers

¢. To assess how major infections, and
the management practices associated
with their ocemrence, affect hospital
resource use and inpatient costs, =
IRB approval has been granted for the
protocol, Enroliment began in Feb 2010
and ended Sep 2010, 149 subjects were
envolled with three.screen failures at this
site. Over 5100 subjects were entolled
in the observational study. It is
anticipated that multiple significant
publications will emerge. '

Preliminary Assessment of Diveet Tntra~

myocardial Injection of Autclogous Bone
Marvaw-derived  Sfromal- Cells  on
Patients Undergsing Revaseulavization
foy CAD  with  Depressed  Left
Ventricular Function Protocol: 12-H-
0078 The primary objective s to evaluate
the safety and feasibility of direct intra-
myocatdial injection of autologous bone
mairow stromal cells (BMSCs) in aduit

subjects undergoing cardiac artery-bypass-

gaft (CABG) or transmyocardial
revasenlarization (TMR). The protocol has
received IRB approval with NHLBI IRB
and has received an IND with the FDA. A
Site Initiation Visit was conducted on
March 19, 2012 and CMRP/CTM has
confitimed that all regulatory documents
have been received. Secreening began and
four subjects have been enrolled and five
have sereen failed as of Getober 2013,

A Phase 2D, Randomized, Double-Blind,
Placeho-Conirolled, Safety and Efficacy
Tudal of Muliiple Dosing Regimens of
ABT-719 for the Prevention of Acute
‘Kidney Injury in Subiects Undergoin
High Risk Major Suvgery (NA 00085181
Hopling} The objectives of this shudy ate
as follows: .

Part 1: To determine the safoty and
phatmacokinctics of 800 meglkg
intravenous (IV) infusions of

ABT-719 in the first.6 subjects enrolled
who are at 1isk of acute kidney injury
{AKI) and undergoing high risk major
surgery, .
Part 2: To compare the safety and efficacy
of doses of 800 megfkg, 1600 meg/kg and
2100 megfkg 1V intusions of ABT-719 to
placebo in subjects who are at risk of AKT
and undergoing high risk major surgery.
Suburban will be participating in Pact 2 of
the study where up to 340 subjeets will be
randommized in this multicenter double-
blind portion of the study. The protocol has
been approved by the SHRRC and the JHM
¢IRB on July 22, 2013 Enrollment will
begin once Part 1 has been completed and

' the data analyzed, :

Cardiovascuiar Disense Discovery
Protocol; 16-H-0126

Patlents who enter the protocol may require
medically indicated cardiothoracic or -
vaseular surgery where discased ot redundant
tissue at the surgical site would be exiracted,

Portions of the tissue/s may be subritted to
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the pathology laboratory at the request of the
surgeon, If restdlual tissue is available that
would otherwise be discarded as ‘surgloal-
waste’, the investigator with fully informed.
consent from the patient, may request the
tissue/s to study to aid the diagnosis or fo
enhance the understanding of the disease
pathophyslology. It is anticipated that this
part of the study will begin i the fourth
quarter of 2013, -

10/31/2013




CURRENT CARDIOLOGY AND OTHER NIH
"STUDIES (ACTIVELY ENROLLING AND/OR IN'
| .- FOLLOWUP)

NIH

INDUSTRY

ASTHMA (NHLBI): Role of Genetic
Factors in the Pathogenesis of Ly
Disease, Pratocol: 96-H-0100

This study is designed to evaluate gonetic
mechanisms of lung disease by swrveying -
polymorphic genes involved in respiratory
function and examining gene expression in
the lung cells of individuals with
pulmonary disease (e.g., alpha L-antitrypsin
deficiency, chronicabstructive pulmonary
disease, cystic fibrosis, sarcoidosis),
Emphasis will be on defining the
distribution of alletic variants of nitric
oxide synthase, alpha [-antitrypsin, and the
gystic fibrosis transmembrane conductance
regulator genes in patients and in age- and
sex-matched healthy individualsina
conirol population. Screening started
Janvary 2006, 73 subjects have entolied
and there have been 12 sereen failures
through Oetober 2013,

TMPROVE IT: TImproved Reduction of

Quicomes: Vytorin . REificacy
Internatlonal  Trial A Multicenter,

Double-Blind, Randomized Study fo
Establish the Clinfeal Beunefit and Safety
of Vyterin (ezetimibe/slmvastatin__vs,
Simvastatin Monotherapy) in High-Risk

Patients  Presenting  with - Acufe
Coronary Syndrome. Protocol: P01403
IRB of Record: WIRD

Major objective is fo evaluate the benefit of
combination eztimibiefsimvastatin vs,
simvastatin alone in subjects post ACS to
decrease Major CV events including: CV
death, MI, UA, Revase (>30 days) or ‘
stroke, Screening started April 2006, 14
subjects have entolled and I subject
{ransfeired to this site through Sepleraber
2019. One subject transferred to another
site in June 201 1, The enroliment phase
was completed July 2010 with a final
entollment of 18,141 patients. Follow up

{ continues through October 2013,

CLANSKEQ (NHGRI) A Large-Seale
Medieal Sequencing Clinieal Research
Pilot Study. Profocol; 07-HG-0002

The main goal of ClinSeq is to learn how to
do genome sequencing in a clinical
research seiting, Sereening stavted Janvary
2007, There ave currently over 1,050,
patficipants envolled in the ClinSeq study
through October 2013, Over 210 of
Suburban’s referrals have been enrolled in -
the study.

ALERTS: (Augelmed for Eajly
Recognition and Recognition of STENL)
Study. IRB of Record: Hopking
(NA_00072878)

This is a randomized, prospective clinical
investigation with blinded CORE
iaboratories, and an independent ¢linical
events adjudication committee that witl-
evaluate the effectiveness of the AngeliMed
Guardian System as compared with the
standard of care in reducing the incidence
of the composite of death, new Q-wave M1
and presentation > 2 hours for thrombotic
coronary occlusion events atmong subjects
at a high-risk of recurrent myocardial
infarction, The ALERTS Study will enroll
up fo 3000 consecutive subjects who have
been ideniified as having a high risk of 3

10/31/2013
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M1 due to ACS or bypass sugery, The
subjects will be implanted with the
Guardian System and will be randomized
1:1 to alerting and no alerting after

implantation. Half of the subjects will be

randomly assigned fo the treatment group
using the Guavdian System with an EXD
and alerting turned on and the other half
assigned to the control group with the
Guatdian System alerting turned off, no
EXDprovided, Patients will know if their
devices have alerting enabled, The
protocol has been approved by the
Suburban Hospifal Research Review _
Committee (SHRRC) and the J1IM ¢IRB.

_| Screening began after site activation in’

November 2012, One subject has been
randomized as of July 2013, There are now
1020-patients enrolled in ALERTS, and
900 patients implanted. Enroilment has
been temporarily paused by the spotisor so
that the enroliment linit of 1020 is not
exceeded. At this milestone, the protocol
mandates a sample size look analysis, as
well as a potential Barly Win analysis.

ew Techniques to Bvaluate Mitial
Regurgitation (NHLBL Profocol: 10-H-

Internaflonal  Study of Comparative
ealth Effectiveness with Medieal and

0039

The objective of the current pilot study is
10 explore new 3-dimensional methods of
messuring mitral regurgitation severity and
compare them with the standavd 2D
methods, Most prior studies have used the
2D quantitative Doppler method as the
anrent standard for measurement of mitral
regurgitant volume, Over the last 5-10
years, the PISA method has become

-j accepted in clinical practice, iowever,
recent 3D studies (looking directly at the
PISA hemisphere) have shown that the
assumptions involved in these caleulafions
significantly underestimate regurgitant

| Invasive Approaches (ISCHEMIA) IRB

of Records Hopkins (NA 00076707
The purpese of the ISCHEMIA trial is to
determine the best management steategy for
higher-risk patients with stable ischemic
heatt disease, This is a mufticenter
randomized controlled trial with a tavget
entollment of ~8000 patients with af least
moderate ischemia on stress imaging,
Patients will be assigned at random to a
routine invasive strategy (INV) witlt
cardiac catheterization (cath) followed by
revasculatization plus optimal medical
therapy (OMT) or fo a conservalive
strategy (CON) of OMT, with cath and
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volumes partienlavly in patients mth
functional MR. :
Since real-time 3D echomxdmgmphy has
been shown to provide accurate resuits for
left venfricular volumes compared with
CMR, we propose to use this volumetric
metho fo caleniate regurgitant volumes In
.patients with miiral regurgitation.
Specitic objectives are:

1) To compare a voluetric 3D echo-
detived reguigitant volume with 2D
quantitaiive Doppler-derived regurgitant
volume,

2} To compare a volumetric 3D echo—
derived regurgitant volume with PISA-
derived regutgitant volutne,

3).To compare a volumetric 3D echo-
derived regurgitant volume with CMR

determination of miteal regurgitant volume,
Secandary objectives are to assess time of -

acquisition and analysis for the 3D echo
images and to obtain inter- and intra-
observer reproducibility for the
measurement of 3D regurgitant volumes.
Sereening stacted in October 2010 and 11
subjects have been entofled through
Qctober 2013, -

revasoulasization reserved for fhose with an
acute Coronary syhdrome, ischemic heart
faiture, resuscitated cardiac avrest or
refractory symptoms, The protocol has
been approved by the Suburban Hospital
Research Review Committee (SHRRC)
and the JHM ¢IRB, Site initlation ocourred
on 1/14£2013 and screening is ongoing as
of October 2013, Two subjects have been

"1 envolted at our site but one subsequently

screen failed.

A Bandomized, Double-Blingd, Placebo~
Controlled, Pavaliel-Group Studx to
Tvaluate the Effect of
SAR236553/REGNT27 on the
Occurrence of Cardiovasewdar Bvends in
Patienis Who Have Receiifly
Experienced an Acute Covonary
Syndronie (NA 00079388 Hopldng)

The primary objective of this study Is to
compate the effect of SAR236553 with -
placebo on the accurrence of
cardiovascular events (composite endpoint
of-coronary heart disease (CHD) death,
non-fatal myocardial infaretion (MT), fatal

" 10/31/2613
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angina requiring hospitalization} in p'xtlents
who have gxperienced an acute coronary
syndvome (ACS) event 4 to 16 weeks prior
to randomization and ate treated with
intensive statin therapy (defined as
atorvastatin 40 or §0 mg, ot rosuvastatin 20
or 40 mg) or at maximally tolerated dose of

| these given statins, or other non statin

LMT(s). The protocol has been approved.

- “by the Suburban Hospital Rescarch Review

Commitiee (SHRRC) and was approved

.| with administrative changes by the JHM

¢IRB on June 10, 2013. Four subjecis have -
envolled, two of which screen failed,
Screening is ongoing as October 2013,

Contrast-Tenhanced Ultrasound Imaging

A Randowmized, Multi-center, Placeho-

of Carotid Plague Neovascularization

controlled, Parallel-group Study o

Amendment to (NHLBT) Protocol #11-

Determine the Effects of AVIG 145

H-0224

The pur purpose of this study is to evaiuate

characteristics of carotid plaques using

-1 contrast-enhanced utirasound and MRI in
order to identify associations between

plaque neovascularization and inttapiaque
hemorihage. Subjects with modeiate and
severe catotid disease will be envolled, In
those subjects scheduled for CEA, imaging
findimgs will be compared with
histopathology of the excised plague.
Subjects will be followed for 3 years fiom
fhe time of their imaging studies fo
determine which imaging features predict
increased risk for any type of ‘
cardiovascular event.

The unique features of this study are:

(1) Multimodality characterization of
plaque morphology. Plaque
vasoularity will be assessed by
conlrast-enhanced ultzasound and

- Intraplaque hemorthage and fipid
core will be assessed by MRI,

(2) Imaging findings will be validated

Treatment on Atheroseclerotic Diseass
Burden as Measuved by Intrayascular
Coronary Cathetevization: GLAGOY
(NA_00081856 Hopkins) _
This is a Phase 111, mmiti.center, double-
blind, randomized, placebo-conteolled
study evatuating the effect of AMG 145 on
coronary atherosclerotic disease burden as
assessed by intravascular ultrasound
{IVUS) at baseline and following 78 weeks |
of treatment in subjects with coronaty
avlery disease, Subjeets will be randomized
111 into 2 freatment groups; AMG 145 420
mg Q4W SC or placebo Q4 W SC,
Randomization will be stratified for

| balance by geographic region.

Approximately 950 subjects (475 AMG
145 and 475 placebo) will-be randomized,
The protocol has been approved by the
Suburban Hospital Research Review
Committee (SHRRC) and was approved
with administiative changes by the JHM
¢IRB on July 15, 2013. Slte initiation
aceurred on 10/31/2013,
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by l]istopathology in subjects
undergoing CEA
(3) Since previous studies of imaging

morphology of plagues have little

or nd inforraation on lipid levels
and effectiveness of statin therapy,
we will correlate plaque
morphology with lipid profiles and
serum blomarkers on cuirent
medical therapy.

" (4) Subjects will be followed
prospectively to determine features
of a local carotid lesion that may
predict cardiovascular events in
other territories .

The study has been approved at NIH and
the Suburban Hospital Research Roview
Committee (SHRRC), Collaboration is
being done with Suburban Hospitat to
identify potential participants via clinically
indicated ulivasound-exams, Participants

will bs envolled at the N1H Clinical Center.,

Screening started June 2012, One subject
soreen failed as of October 2013.

DinageReady™ MR Conditional Pacing
Systern SAMURAIT Study (NA_000
Hopkins)

The objective of this study { is to collect data
to confitin the safety and effectiveness of
the ImageReady™ MR Conditional Pacing
System ywhen used in the MR environment
under the labeled Conditions of Use, The
SAMURAL Siudy is a prospective, open-
label, two-group randomized clinical study
with parallel groups to be conducted at

| multiple centers globaily, A 2:1

(MRI:Control) randomization witl be used
in the SAMURAI Study; the overall study
sample size is 363 subjects (242 MR, 121
Control). The protocol was presented to the

_Suburban Hospital Research Review

Comupittes (SHRRC) in May 2013 and was
approved by the JIM eIRB on July 1,
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2013, Emollment has not stai'ted
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Cardiac Ischemia Study (Atrial
appendage) (NHIBI):
We hypothesize that nifrite.
. administration to atrial tissue in an ex-
vivo study will demonstrate increased .
 tolerance to ischemic stress compared to
atrial tissue not exposed to nitrite,
PFurthermore, we propose that this
cytoprotective effect of nitrite
administration will demonsirate
- equivalency fo cytoprotection it response
to ischemic preconditioning, Finally, we
would employ this tissue to identify
nifrite mediated genomic,
proteoraic and metabolotmic
modificatiotts in human myocardinm,
thereby identifying the biological . -

- programs orclhiestrating the eytoprotective
propetties of nitrite in the human -
heart, 79 subjects were screened from
Apt 2007 to Oct 2007, 38 subjects were
consented and ussue was obtained in 25
subjects.

MEND CAB GII;

A Randoinized, Double-Blind, Placebo-
controlled, Multi-center Study to Evaluate
the Catdloplotecu\(c Effects of MC-1 in
Patients Undergoing High-Risk Coronary
Adfery Bypass Graft (CABG) Surgery
(follow-up only). The principal goal of this |
study is to determine the effect of MC-1 on
the combined incidence of cardiovascular
death and nonfatal myocardial Infarction
D) up to and including 39 days following
CABG surgery cotpared with placebo,
3023 subjects were randomized at 130 sites
in USA, Germany, and Canada from Ost
2006 to Sep 2007, Conclusions: Among
intermediate to high-risk pafienis

- [ undergoing CABG surgery, MC-1 (250

mg/day) given immediately before and for
30-days following surgery docs not reduce
CV death or non-fatal Mil. 21 subjects
were envolied at this sile from Nov 2006 to.
Sep- 2007,

Cevebial lesions and outeomes aftor
cardiac surgery CLOCS and CLOCS
LITE (NINDS): An observational study
analyzing cercbral lesions using MRI pre &
post cardiovascular surgery, This study was
conducted in collaboration with NINDS.
From et 2006 to Jan 2007, 54 subjects
“were scieened, 23 consented, and 9
subjeots enrélled, In Jan 2007, the protocol
was vevised (CLOCS LITE) to only include
-| MRI post surgery. 8 subjects were enrolled,

The Effect Of Aeadesine On Clinically
Significant Adverse Cardigvaseulay and
Cerchrovascular Events In High-Risk-
Subjeefs Undérgoing Covonary Arvtery
Bypass Graft (CABG) Surgery Using
Cardiopulmonary Bypass (Protocol No,
P05633): RED-CABG Trial (Reduetion
in Cardiovaseular Events by Acalesiug
in Subjects Undergoing CABG)

The principal goat-of the study is to
evaluate the clinical benefit of acadesine in

teducing the incidence of ischemia:

teperfusion injury resulting from coronary
arlery bypass gtaft (CABG) surgery, as
measured by the first cccwmrencs of any
component of the composite primary
endpoing of afl-cause death, severe left
veantricular dysfunction (SLVD), ot non-

10/31/2013
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CABGQG surgery throogh postoperahve day
(POD)} 28. The key secondary objective is
to evaluate the clinical benefit of acadesine
with respect to incidence of the fitst
ocentrence of aiy component of the
composite of cardiovascular death, SLVD,
or non-fatal siroke occurrihg during or

| following CABG surgery through POD 28,

Approximately 7,500 subjects will be
enrolled at ‘\ppiommateiy 300 sites. The
study was approved at the Suburban IRB
April 2009 meeting. Through July 2010, 89
subjects have been screened and 18
subjects have been envolled at this site. On
Tuly 29, 2010, the DSMB met for the second
planned fnterim andt safety analysis (30% or
2,250 subjects with complete POD28 visit data)
to review the adjudicated events and assess
futifity, During this meeling, the DSMB
reviewed available data on 2,364 subjects
enrolled in the RED-CABG study. The analysis
led the DSMB to recommend that enrollment
be stopped. This recommendation frotn the
analysis was exclusively based on futility to
achieve the targeted officacy goals per the
potecol. Tt was not determined by

any potential safety issues in the review by the
DSMB. Enrollment closed in July 20190,
This sife’s close-ont visit was done
November 30, 2010 at which time the IRB
was notified.

Cavdiace Ischemia Study (NHLBI)

Pllof study-{o asscss the proteoine in
human atria tissue (Afvial appendage —
part 2) Profocol:08-H-N037

.| The objective of this study is to establish
whether the right atrial proteome shows
distinet differences belween diabstic and
non-diabetic subjects and to evaluate
whether the different classes of anti-
diabetic therapies modulate this proteomic
signature, Screening started May 2008.
Through September 2011, 209 subjects
have been screened & 78 subjects have
heen.entolled. The study was closed
September 2011 and the IRB notified,

A Randomized, Multmentel Dowbie-
Blind, Group-Sequential

Study fo valuate the Tffieacy,
Immunegendcity, and Safety of a
Single Dose of Merck 0657n]

(V710) in Adult Patients Scheduled for

| Cavdiothoracie Surgery

This study will evaluate the ability of the

Merck 0657nl Staphylocaccus aurens

vaceine (hereafter referred to as V710) to
prevent serious S. anreus infections (Le.,
bacteremia andfor deep sternal wound
infections, including mediastinitis) fora -
defined period of time foliowing
carciothoracic sargery. The protocol fias
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been submitied to the Suburban Hospital
Research Review Committee and the JEHM
¢IRB, The sponsor terminated-the shudy’
priot to ow site receiving approval, The
study was withdvatyn from the IRB in June
2011, : ' .
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Eudotheliél Progenitoy Cell Mobilization

Tavgegen (TGOH1-03):

and Endothelial Funetion in Patients
1 with Coronary Artery Disease
Undergoing Cardiac Rehabilitation

Paticnts with CAD have reduced
clrculating endothelial progenitor cells .
(BPCs), which may contribute to
endotheliat dysfunction and-cardiovascular
tisk, We hypothesized that cardiac
rehabilitation nyight increase EPCs, with .
improvement in endothelial function.

A Phase 1-2, Multicenter, Randomized,
Doubte-Blind, Placebo Controlied,
Prospective Study to Evaluate the Safety
and Potential Efficacy of Single, Increasing
Doses of TG100-115, a ,
Phosphatidylinositol-3 Kinase Inhibifor, in
Subjecis Undergoing Percutaneous
Coronary Intervention for Acute ST
Blevation Myocardial Infarction, - (NIH
collaborated with follovwup procedure) -

50 subjects enrolied. (completed 11/07)
. 7 6 subjects envolled
Meehanisin and Vaseular Bffects of - Triton TIMI-38:

Taidothelial Progenifor Cell Mobilization
in Patients with Coronary Avtery
Disease vudergoing Cardiae
Rehabilitation: (Study # 06-H-0122 )

A Prospective NHLBI study to demonstrate
a relationship between BPC mobilization
.and Increased whale blood nitrite as a

1 marker of improved vaseular NO
bioactivity due to EPC mobilization, and 2)
Determine BPC gene expression profiles,
with a focus on activation or suppression of
genes whose products regulate
mfravaseular redox potential, apoptosis and
growth factor and eytokine secretion in
subjeets with CAD wndergoing Cardiac
| Rehabilitation, It is hypothesized that
activation or suppression of ctitical genes
in BPCs at baseline or during exercise may
determine FPC mobilization, endothelial
differentiation and vascular repair potential
as evidenced by increased intravascular
NO. '

A Phase 3, multicenter, randomized,
parallel-group, double-blind, double
dummy, active-controlied study fo fest the
hypothesis that CS-T47 plus aspirin is
superior to clopidogrel plus aspitin in the
treatment of subjects with acute coronaty
syndrote (ACS) who are to undergo
percutancous coronary intervention (PCI), .
as measwed by a reduction in the
composite endpoint of cardiovasoular (CV)
death, nonfatal myocardial infaretion (MD),
or nonfatal stroke at a median follow-up of
at least 12 months. {completed 11/07)

13 subjects enrolled

1L Trap (NHIBTY:

Effects of Interleuldn-1 Tuhibition on C-

ZEUS; Oiieﬁ-Lahel, Phase 2 Study of
fhe Safety and Bifieacy of B-Methyl-p-
[ 11 Todophenyl-Pentadeeaneie Acid
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Renctive Protein Levels, Bndothelial
Progenitor Cell Mobilization and
Tudothelial Function in Patlents with
Covonary Avtery Disease: The
objective of the present study is to
“demonstiate the potential of an
investigational biological agent-- rifonacept
~-as adjunctive treatment for CAD, by
examining effects of this agent on CRP
levels,.endothelial progenitor cell
mobilization and endothetial functionina
randoraized, double-blind, placebo-
controlled phase H clinical frial, Sereening
started April 2007, 2 subjects have
envolled and there have been 8 sereen
failuves through April 2008, Recruitment at
this site stopped April 2008.

{Lodofiltic Acid Y 123) for Identification

| of Ischemie Myoeardium Using Single

Photon Emission Computed:
Tomography (SPECT) in Adulis with

Symptoms Consigtent with Acute

Coronary Syndrome (ACS).

The principal goal is to evaluate the
performance characteristics (sensitivity &
specificity) of iodofiltic acid I 123 imaging
for detection of myocardial ischemia in
patients that present in the Emergency
Department with suspected ACS. To
evaluate the safety of a single Injection of
iodofiltic actd 1123 in patients suspected of
niyocardial ischemia related to ACS.
Screening started September 2007, 2
subjects have enrolled through December
2008, Recruiiment stopped in May 2008,
The TRB noted the study teimination at this
site January 2009.

An Infrayencus, Opeﬁ-Label, Single-
PDose Wscalation Study to Ivaluate the

PLATO: A Randomized, Double-Blind,
Tarallel Group, Phase 3, Effieacy and

Safety, Tolerability, Pharmacokinetics

Safety Study of AZDE140 Compared

and Pharmacodynamics of thLCAT in
Patients with Stable Coronary Arvtery
Disease (NHLBI} Protocsl; 12-H-0092
Subjects with coronary arfery disease will
receive a single dose of th,CAT and be
followed for 28 days. Three cohotts
consisting of 4 subjects will receive one of
three doses of thLCAT. All subjects at the
fower dose will complete dosing prior to
subjests at the next higher dose receiving
study infusions, The goal is to obtain
information on the pharmacokinetics and
phavmacodynamics of thLCAT in subjects
with coronary attery disease and assess
safety and tolerability, The study was .
approved at NIH and the Suburban
Hospital Research Roview Committes
(SHRRC). Subjects #10, 11, and 12 being
treated the last week' of June 2012 at NIH.
| Four subjects were sereened at Subirban

with Clopldogrel for Prevention of
Yasculay ¥yents in Patients with Non-ST
or 8T eleyafion Acute Coronary :
Syndroies {(ACS).

- | The principal objective of this study is fo

test the hypothesis that AZD6140 is
superiot to clopidogrel for the prevention
of vascular events in patients with non-ST
or ST elevation acute coronaty syndronics
(ACS). Itis designed fo test the hypothesis
that the greater and more consistent levels
of ADP receptor inhibition shown with
AZD6140 compared with clopidogrel will
lead to fewer recurrent thrombotic events,

" Screening statted December 2006, 22

subjects have been consented, 17 subjects
have been randomized and there have been
5 screen failures through March 2009 at
this site. The study database lock was
March 2009, The Subutrban Hospital site
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and one sereen failed,

Close-Out visit vas conducted June 2,
2009 and the Suburban IRB was notified
on this date.

CHAMPION PCY: A clinical trial -
comparing treatment with cangrelor to
clopidogrel in subjects whe requiive
percutancous coronary intervention:

The primavy objective of this study is to
demonstrate that the efficacy of cangrelor
(combined with usual care) is superior to
that of clopidogrel, in subjects requiting
percutaneous coronary infetvention {PCI)
as measured by a composite of all-cause
mortality, nryocardial infarction (M1}, and
ischemia-diiven revasculavization (IDR) at
48 hours and 30 days, Screening started -
May 2008. 1 subject was enrolled and
there were 2 sereen failures through May
2009, Envollment stopped May 2009 when
interim analyses indicated the CHAMPION
prograte would nof meet efficacy
endpoints. The Suburban Hospital site
Close-Out visit was conducted August 6,
2009 and the Suburban IRB was notified
on this date.

CHAMTPION TLATFORM: A clinfeal
ivial comparing breatment with
eangrelor (in combination with usual
pare) ta usual eare, in subjeets who

requive percutaneous coronary
intervention !

.| The primary objestive of this study is to
| demonstrate that the efficacy of cangrelor

{combined with usual care) is supétior to -
that of usual care, in subjects requiring
percutancous coronary intervention (PCI)
as measvred by a composite of all-cause
mottality, nryocardial infarction (MI), and
ischemia-driven revascularization (IDR} at
48 hours and 30 days, Screening started
April 2007, 16 subjects have envoiled and
there have been 17 screen failures through
June 2009, Eivollment stopped May 2009
and follow-up was completed Mareh 2010, ' |
The Subwhan Hospital site Close-Ont visit

10/31/2013
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was conducted Aprit 23, 2010 and the
Subutrban IRB was notified on this date.

DEfibyillators To REduce Risk by
Magnetle ResoNance Dnaging -
Lvaluation (DETERMINE)

The DETERMINE trial is a multi-center,
randomized study of patients with coronary
artery disease (CAD) and mild to moderate left -
vendricntar (UV) dysfunction. The primary -
objective of this study Is to test the hypothesis
that Implantable Cardioverter Defibrillator
(ICD) therapy in combination with medical
therapy in patients with an infaret size > 10%
of the left ventricular mass improves long term
survival compared to medical therapy alone. 3
subjects have besn envolled in the registey as of
July 2009. Recruitment was suspended in July
2009 by the IRB pending the identification ofa
new Principal Investigator, On April 12,2010
the protocol was terminated at Subuiban
Hospital.

TIMI 3§ CSR: The TIMI 38 Covonary

- Stent Repistry{C8R): Tong-Term Follow

Up of Subjects with PCI and Stenting for
ACS, :

Major objective is to collect long term
followup in relation to stenting and
thienopyridine administration, Scteening
started-viay 2007, Enrollment and foilow
up have ended. Ten subjects were
conisented at this sife, The database was
locked in September 2010, The IRB was
notified October 2010 that the régistry was
closed at this sife.

Secondary Prevention of Small

‘Subcortical Strokes (SPS3) (NINDS) -

{Extramural study) .

The primmary aim of the study is to define
efficacions therapies for prevention of
stroke recurrence and cognitive decline in

| patlents with symptomatic small

subcottical strokefsubcortical TIA. The
specific hypotheses to be tested are 1.}
Combined antiplatelet therapy will reduce
vecurrent stroke by 25% relaiive fo aspitin

1073172013

| therapy alone and 2.) Aggressive blood




COMPLETED CARDIOLOGY STUDIES

pressure lowering will reduce recutrent
stroke. by 25% relative to usual -
management, This is a multicenter phase
Y randomized 2X2 controlled frial which
will randomize 3000 subjects who have
had MRI documented symptomatic small
subcortical strokes {83)/subcortical TIA
within prior 6 months into four equal cells,
The interventions will be 1.) Antiplatelet
therapy: aspitin (325 mg/d; enteric coated)
vs. aspirin + clopidogrel (75 mg/d)
(double-blinded) and 2.) Targeted blood -
pressure control: usual (systolic 130-149)
vs. aggressive (systolic < 130 mmHg)
(blinded event adjudication), The Suburban
IRB approved the study in August 2009,
Scieening began in the first quarter of
2010, Of the 18 subjects with small vessel
disease, there were no suitable subjects
who met the inclusion and did not have any
of the exclusion criteria. The study closed
at Suburban Hospital October 2010. _
Eneolliment has been challenging as there
were no suitable patients who met
jnchusion criterfa,

SATURN : Study of Coranary Atheroma
hy InTravaseular Ultrassowd: Iiffect of
Roswvastatin _ Vevsus  Atforvastatin |
Protocol: D3ISGICO00L TRB of Record:
WIRB _

The primary objective of this study is.to
compare the effects of Rosuvastatin 40 mg
with Atorvastatin 80 mg on
atheroschierotic disease burden-as’
measured by intravascular ultrasound in-
patients with coronary artery disease CAD.
The last subject was randomized in May
2009, Screening began at this site Febsuary
2009 and | subject has been-randomized
and 8 subjects have screened falled as of
September 2010, Enroilment has been
completed as of May 2009 and follow-up
has been completed. Close-out visit was

10/31/2013

conducted on September 15,2011 and an
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IRB closure letter was sent on the same
date. WIRB acknowledged receipt of study
closure iiotification and closed the study
effective 9/19/11.

A Wulti-center, Randomized, Double-
Blind, Placebo- Controlled Stuidy fo

| Evaluate the Safety and Efficacy of SCH

530348 in Addition to Standard of Care
in Subjects With Acute Coronary
Syndrome: Thrombin Receptor
Antagonist for Clinieal Event Redueiion
in Acute Coronary Syndrome
(TRA'CER) PROTOCOL NUMBER;
P04736_IRB of Record: WIRB -

The primary objective is fo cvaluate the
hypothesis that SCH 3530348 added to
standard of care wili reduce the incidence
of atherothrombotic ischemic events
relative’ to ‘standard of care alone, as
measured by the composife of
cardiovascular death, myocardial infarction
(ML), stroke, recurtent ischemia with
rehospitalization, ‘and wrgent coronary
revasculatization, The patient population
includes subjects with Acute Coronary
Syndroine (ACS). IRB approval was
pranted on  7/31/09 with subsequent
activation fo screenfenwoil at the end of
September, 2009, 4 subjects have been
entolled through June 2019; Tracer met its
enrollment goal of 12,500 at the heginning
of June afid enrollment was completed June
4, 2010, Close-out visit was conducted on
September 28, 2011 and an IRB closure
letter was sent on the same dats. WIRB'
acknowledged receipt of study closure
notification and closed the study effective
9730/11.

“A Randomized, Doublé-Blind, Placebo

Confrolled, Parallel Group, -

Multinational Trial, to Assess the

Prevention of Thrombotic Tyents with
Ticagrelor Compared fo Placcho ona

10/31/2013

Background of Acetyl Salicylic Acld




COMPLETED CARDIOLOGY STUDIES

{ASA) Thevapy in Patients with History
of Myocardial Infaretion (Pegasus-TIMI
54) Protocols D5132C00001 IRB of -
Record: Hoplins (NA_00044147)

The primary objective of the study is to
campare the effect of long-term treatment
with ticagrelor vs. placebo on a background
of acetyl salicylic acid (ASA) on the event
rate of the composite of catdiovascular
death, non-fatal myocardial infarction (M),
or non-fatal stroke in patients with history
of MI and high risk of developing
atherothrombotic events, The pritary
efficacy variable is time to first ocourrence
of any event after vandomization from the
composite of cardiovascular death, non-
fatal M, or non-fatal stroke, The protocel
was subinitted to and approved by the
Suburban Hospital Research Review
Commitiee (SHRRC) and JHM ¢IRB. Prior
to contract exccution, Suburban Hospltal
was notified by the CRO, TIMI Group, that
the site would not have sufficient time to

‘make significant envollment contitbution

and it was decided that it was in Submban's
best interest to comply with the sponsor
recommengation. The JHM ¢IRB was
notified 11/23/11,

A _Mulficenter, Randomizéd, Double-
Blind, Placebo-ControHed Study  io
Lyaluate the Safety and Tificacy of SCH
530348 in Addition_to Standard of Care
in _Subjeets with a History of |-
Athevosclorotie  Disease;  ‘Thrombin
Reeeptor  Anfagonist in Secondary
Preyention of _ Atherothrombotie
Ischemie -Fvenfs (TRA 2°P — TIMI 58)
Protocol: P04737 IRB of Reeord: WIRB
The principal goal of the study isto
evaluate the hypothesis that SCH 530348
when adwministered orally and added to
standard of cave will reduce the incidence
of atherothrombotic ischemic events .

“relative to standard of care alone, as

10/3172013 -

measured by the compesite of
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cavdiovascular death, myocardial infarction
(M1}, stroke, and urpent coronaty
revascularization. The benefit of
antiplatelet agents in secondary prevention
of atherothrombotic events Is well .
cstablished, The present trial is designed to
deterraing whether inhibition of platelet
PAR-1 receptor to stimulation by thrombin
in addition to standard-of-cate antiplatelet
therapy (eg aspirin, thienopyridines) can
resuit in fiwther incremental benefit, as
determined by reduction in the incidence of
atherothrombotic events relative o
standard of care alone, in subjects with
established CAD, CVD or PAD, Screening
stacted in March 2009 and 9 subjecls were
enrolled. Enrollment ended in Movember
2009 and follow-up was completed through
December 2011, The close out visit was
conducted in March 2012 at this site and
WIRB, the IRB of recotd was notified.
TResults presented at ACC 2012 found
inhibition of PAR-1 with vorapazar
reduced the risk of cardiovascular death ov
ischemic events in patients with stable
atheroselerosis who wete recelving
standatd therapy, However, it increased the
risk of moderate or severe bleeding,
including intracranial hemoirhage.

Can  HDL Infusions Siguificantly
QUicken Afherosclerosis REgression?
(CHI SQUARI): A Phase II Mulfi-
Center, Double-Blind, Ascending Daose,
Placebo-Controlled, Dose-Finding Trial |
of CIER 001 ox Placebo in Subjects with
Acute Coronary Syndvome (Protecol
CER 001 CLIN 002) IRB of Record:
Hopkins (NA_00046966)

To assess the impact of six intravetious
infusions of 3, 6, or 12 mg/kg CER-001 or
placebo, given at weekly intesvals, on
atherosclerotic plaque volume, as measured
by coronary IVUS, when administered to

subjects presenting with an Acute Coronary

1013172613
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Syncrome (ACS) (STEMI, non-STEMI or
unstable angina), The protocol has been
approved by the Suburban Hospital
Rescarch Review Commitice (STIRRC)
and the JHM ¢IRB. Screening began-in
September 201 1. Four subjects have
enrotled and scven subjects have screened
failed at Suburban Hospital, Enrollment
was completed in August 2012, Subwban’s
last follow ip was conducted in Decéember
2012, Close out visit for this study was
conducted on June 12, 2013; JHM ¢IRB

| ‘was notified of the close of the study and it

was acknowledged by the IRB on June 18,
2013,

10812013
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FY 2013 Suburban Hospital Report on Southern Maryland Outreach

Introduction

Celebrating its seventh year, the NIH Heart Center at Suburban Hospital continues to be a
national leader in cardiac care and surgery. The NIH Heart Center at Suburban Hospital is also
dedicated to serving and addressing the cardiovascular health needs and disparities among the
hearby Southern Maryland counties of Prince George’s, Calvert and St. Mary’s. In FY 2013,
Suburban Hospital successfully served more than 12,300 Southern Maryland residents who
participated in 618 cardiovascular prevention and management activities/events such as health
education initiatives, exercise and wellness programs, health seminars and screenings.
Suburban partnered with nearly sixty hospitals, faith-based organizations, senior and recreation
centers, non-profit organizations, academic institutions and government agencies to make high
leve! impact on the health outcomes of Southern Maryland community members.

In FY 2012, Suburban Hospital dedicated $20.4 million in community benefit contributions
including, community health improvement programs, screenings, classes and charity care
services to support the needs of Montgomery County residents. Additionally, more than 2,700
health improvement events occurred reaching a total of 86,606 community members. During
FY 2013, the NIH Heart Center at Suburban Hospital continues to make a financial commitment
to the community members living in Southern Maryland by providing $70,000 towards in-kind
and financia! support of cardiac outreach programs and services. This support has funded
senior exercise and fitness programs, worksite wellness, cardiac programming and initiatives,
heart healthy cooking demonstrations, cardiovascular health education presentations and
various health screenings throughout Southern Maryland.

The following report will serve to highlight some of the key programs and initiatives that have
been success models of delivering quality cardiovascular-focused community outreach. The
highlighted programs show evidence of improving or helping to maintain a high standard of
guality of life, aging well in place, improving physical, psychological and sociocultural status and
preventing cardiac and other related chronic conditions and complications.

Community Program Highlights in Prince George’s County
Senior Shape Exercise Program at the Gwendolyn Britt Senior Activity Center

Health Priorities Addressed: Cardiovascular Disease and High Blood Pressure, Obesit‘y,
Diabetes, Behavioral/Mental Health, Cancer

Suburban Hospital's Senior Shape Exercise Program continues to be one of the most popular
and well-attended classes offered at the Gwendolyn Britt Senior Activity Center located in
North Brentwood, MD. First introduced in Prince George’s County in 2005, Senior Shape is
offered free to residents 50 years and older. Senlor Shape provides participants with a safe,
low-impact aerobic, exercise regimen that focuses on strength and weight training, balance,
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flexibility and stretching, and aerobic activity for
optimal cardiovascular benefits. The exercise program
is led by a certified exercise instructor and meets twice
a week for 45 minutes, During FY 2013, each class
k| averaged between 25-30 participants, amounting to
approximately 3,120 seniors throughout the year.

In addition to improving cardiovascular health, the
" aerobic exercise class also addresses other major
health priorities such as, reducing overweight and
obesity, preventing and/or managing diabetes,
Seniors exercise their way to good heaith in reducing risk for cancer and improving mental health

the Senior Shape Exercise Program at the status by providing a social support and networking
Gwendolyn Britt Senior Activity Center, outlet.
Prince George's County

Every week, regular blood pressure screenings are

conducted at the Gwendolyn Britt Senior Activity Center by the Cardiovascular Health

' Promotions -Coordinator from Suburban Hospital. The blood pressure screening is free and

offered to the Senior Shape participants, Nutrition Program participants and anyone else who

may be interested. The blood pressure screening allows Senior Shape participants to track and

monitor their pressure from week to week and see the positive impact regular exercise can
have on their blood pressure.

Senior Shape Exercise Program Fitness Assessment

Beginning in March 2010, every six months the seniors participate in a fitness assessment that
tests their physical ability in four areas of fitness: chair stand, arm curl, 8-foot up-and-go, and
back scratch test. Most recently, data from October 2012 and April 2013 was assessed to
exhibit the impact of the exercise program. The results below (Graph A.} reflect the average
score from a sample of 17 participants who completed the assessment in both October and
April. Over the six month period, results show that the seniors were able to maintain a
consistent level of strength and endurance, only fluctuating in the averages slightly.

For example, the 8-foot up-and-go test reflects the average amount of time (in seconds) it takes
for the individual to stand up from a seated position and walk or run around a place marker 8-
feet away and return to the chair. The results demonstrate that from October to April the
seniors were able to maintain a steady level of fitness in their agility and response time.

In conclusion, these results are encouraging and could indicate that the seniors are living a
better, more active lifestyle and potentially reducing the incidence and risk of cardiovascular
disease and other refated chronic conditions along with preventable falls and/or injuries due to
improved balance, strength and agility. The Senior Shape Exercise Program will continue to
include the health assessment to monitor the fitness levels of the participants and to encourage
“more seniors to reach their optimal active lifestyle goals,
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Graph A.

45.0

35.0

25.0

15.0 -

5.0

Chair Stands Arm Curl (#) 8-Foot Up & Go Back Scratch
{#) {seconds} {nearest haif-inch +/-)

Suitland Dine & Learn Program

Health Priorities Addressed: Cardiovascular Disease and High Blood Pressure, Obesity,
Diabetes, Cancer '

Since its inception in January 2008, the Suitiand Dine & Learn Program has become one of the
most successful health improvement initiatives in Prince George’s County. The NIH Heart
Center at Suburban Hospital has supported the program, now in its sixth year, and collaborates
with the Maryland-National Capital Park and Planning Commission’s Department of Parks and
Recreation {M-NCPPC) and Prince George’s County Health Department to bring the county
residents a comprehensive and credible health education program.

The Suitland Dine & Learn Program is a free monthly health education program available to
under- and/or uninsured residents of Suitland and surrounding communities in Prince George’s
County. The program’s goal is to reduce cardiovascular health disparities and related co-
morbidities among Prince George's County residents. Each monthly Dine & Learn session
provides attendees with a blood pressure screening, an exercise demonstration led by a
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certified instructor, a nutrition education lecture by a registered dietician, and a heart healthy
cooking demonstration led by a personal chef who is also a registered dietician.

In addition to addressing heart health and high
blood pressure, the program also aims to reduce
the prevalence and incidence of obesity and
diabetes by providing low-calorie, low-fat heart
and diabetes-friendly recipes and by engaging in
various exercises that appeal to everyone and do
not require.-a gym. The Suitland Dine & Learn
Program also works to lower the incidence of
cancer risk by encouraging a diet rich ‘in leafy
greens and antioxidants.

As the program becomes more established in the
community, so does the participation and

The Suitland Dine & Learn team preps a seasonal

salad for participants to enjoy at the Suitfand popularity. The average number of attendees per
Community Center, session was 24 individuals, resulting in more than
Prince George’s County 235 participants throughout the year.

Suitland Dine & Learn Program Health Assessment

To evaluate the program and its effectiveness, the NIH Heart Center at Suburban Hospital takes
the lead in conducting a free health assessment twice a year; once at the beginning of the
program {January) and six months later {June). The pre- and post-health assessment includes a
total cholesterol screening, blood pressure, weight and waist circumference. This year, the
health assessment analyzed data results from June 2012 to June 2013. Of the 23 participants
measured in June 2012 and the 22 measured in June 2013, only 8 individuals completed both
assessments to evaluate pre- and post-test {n = 8), of which seven were female and one was a
male. The results from the health assessment are shown below.

The first graph below (Graph 1.} displays the blood pressure over the course of one year. While
the results show an increase in the systolic {from 127 to 134) and the diastolic (69 to 80) from
June 2012 to 2013, the diastolic remains in the normal range and the. systolic is in the ‘pre-
hypertensive’ range. Nonetheless, this is an area to continue improving to less than 120/80.
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Graph 1.

Suitland Dine & Learn 2012 - 2013
Pre and Post Blood Pressure
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Graph 2 displays the overall weight loss {lbs.} of the sample group. The Suitland Dine & Learn
participants lost an average of four (4) Ibs. between June 2012 and 2013, which reflects an
improvement from last year's average weight loss of two (2) ibs.

Graph 2.
Suitfand Dine & Learn 2012 - 2013
Pre and Post Weight (1bs}
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“tinear (Average) |
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Graph 3 presents the results from the total cholesterol screening. Normal total cholesterol is
less than 200. While the average total cholesterol results did not decrease from 2012 to 2013,
the overall score is less than 200 and exhibits a normal level {172.6 in June 2013). This indicates
that the participants are engaging in healthier lifestyle behaviors and lowering their risk factors
for cardiovascular disease and other chronic conditions.

Graph 3.

Suitland Dine & Learn 2012 - 2013
Pra and Post Total Cholesterol
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Graph 4 exhibits the sample group’s average waist circumference in inches. According to the
U.S. Department of Health and Human Services (DHHS), a woman’s waist circumference should
be 35 inches or less (men should be 40 inches or less). Waist circumference is a practical and
effective tool to assess abdominal fat for chronic disease risk. A higher waist circumference (or
‘a greater level of abdominal fat) is associated with an increased risk for type 2 diabetes, high
- cholesterol, high blood pressure and heart disease.

The analysis reveals a reduction in the average waist circumference from 46 inches in June 2012
to 43.8 inches in June 2013, a difference of 2.2 inches. Taking the weight loss data in
conjunction with the waist circumference decrease, the analysis shows that while there is still -
room for improvement to reach the recommended circumference, participants are taking
positive steps towards living a healthier lifestyle.
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Graph 4.
Sultland Bine & Learn 2012 - 2013
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Community Program Highlights in Calvert County
Calvert Memorial Hospital Health Ministry Team Network: Blood Pressure Kit Initiative
Health Priorities Addressed: Cardiovascular Disease and High Blood Pressure, Obesity, Diabetes

The NIH Heart Center at Suburban Hospital continues to enrich and strengthen its partnership
with Calvert Memorial Hospital (CMH) Health Ministry Team Network. The Health Ministry
Team Network partners with area ministries to build a healthier community and promotes
healthy lifestyles within the church community. Currently, the Network has 22 active member
churches that meet monthly to address a wide range of health topics. Suburban Hospital
participates in these monthly meetings to serve as a resource and support for the Health
Ministry Team Network members.

Since 2008 Suburban Hospital and the Health Ministry Team Network have partnered to deliver
the Blood Pressure Kit Initiative, which allows for free monthly blood pressure screenings of
community members before or after church service. Suburban Hospital provides each church
with a “kit” including, a stethoscope, cuff, tracking cards, medical health record cards, health
education information, and alcohol pads. A Health Ministry Team leader who is typically a
nurse or other medical professional volunteers each month to take routine blood pressure
screenings at their respective congregation. Each month, the readings are recorded so the
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nurse and individual can monitor any changes. This
interaction between the community member and a
Health Ministry leader establishes trust, credibility and
openness for discussing other health concerns the
individual may have. Often times, the volunteer nurse is
counseling on matters of diabetes, proper nutrition,
incorporating a more active lifestyle and how to manage
a healthy weight.

Five {5) churches have been a part of the Blood Pressure
Kit Initiative since 2008:

Patuxent United Methodist Church and

e Crossroad Christian Church (St. Leonard) ) St. Mary of the Assumption Catholic Church
e Huntingtown United Methodist Church (Huntingtown)  each display their new blood pressure kit,
o Middleham/St. Peter’s Parish (Lusby) Calvert County

e Our Lady Star of the Sea Catholic Church (Solomons)
o Waters Memorial United Methodist Church {St. Leonard)

During FY 2013, 925 blood pressure screenings were completed among the five churches.

In March 2013, two new churches joined the Blood Pressure Kit Initiative — 1) Patuxent United
Methodist Church in Huntingtown and 2} St. Mary of the Assumption Catholic Church in Upper
Marlboro, Maryland. Additionally, four more parishes, of which ali are predominantly African
American, will begin conducting routine blood pressure screenings in early 2014.

Community Program Highlights in St. Mary’s County
Congestive Heart Failure Program at MedStar St. Mary’s Hospital
Health Priorities Addressed: Cardiovascular Disease and High Blood Pressure, Obesity, Diabetes

Since 2007, MedStar St. Mary’s Hospital (SMH} of Leonardtown, Maryland and Suburban
Hospital have partnered on the Congestive Heart Failure (CHF) program at MedStar St. Mary’s
Hospital. The CHF program provides patients with inpatient and outpatient care, education and
tools to reduce their readmission rate and further complications. Like many hospitals across
the United States, St. Mary’s Hospital faces the challenge of congestive heart failure being the
number one cause of readmission. St. Mary’s Hospital has worked diligently to reduce the
readmission rate by leading a comprehensive program that incorporates inpatient rounds to
heart failure patients. SMH provides in-depth patient education and the necessary tools, such
as, pillboxes, written take-home materials and educational DVD’s, to help patients become
successful at self-management. With the support of the NiH Heart Center at Suburban
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Hospital, patients who cannot afford to purchase their own scale are provided with one at no
cost to them for weight management at home.

in FY 2013, 70 scales were provided to heart failure.
patients in financial need who could not pay for this
beneficial tool on their own. The value of this
contribution totaled to $1,881.50. Daily weights have
allowed patients to identify fluid collection early and
report it to their physician, thereby decreasing
readmissions. It also helps the patients to practice their
self-management skills at home and become more self-
reliant. The Congestive Heart Failure program has been
incorporated into the Readmission Reduction Initiative
at MedStar St. Mary’s Hospital and they report that
MedStar St. Mary’s Hospital nurse discusses their heart failure patient readmission rate has
with congestive heart failure patient how to consistently been lower than 25 percent. Suburban
properly use his new scale, Hospital plans to continue this collaboration and will
St. Mary’s County . .

track and monitor the CHF program with annual

progress updates by MedStar St. Mary’s Hospital.

Challenges

As with any health program, obstacles are faced in the process of delivering quality,
community-based health education programming and initiatives. While the cardiovascular
outreach efforts have been successful in reaching and improving lives, they have also been met
with some challenges. One of those challenges is encouraging the same Suitland Dine & Learn
participants to participate in both the pre- and post-health assessment so there is a more
representative sample size when analyzing the data. This will yield to more accurate data
results and conclusions. Other ongoing challenges are conducting sufficient promotion and
social marketing of free health events and screenings, encouraging community members to
attend the various classes and programs so Suburban Hospital can continue to offer them, and
balancing where and what events the NIH Heart Center at Suburban Hospital supports so the
individuals who need the services the most, are reached.

Program Goals and Improvement Takgets
The following outlines a few key program goals and projected improvement targets for FY 2014.

e Increase recognition of the NIH Heart Center at Suburban Hospital in Southern Maryland
through promotion, publications and education.

10
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e Provide financial support in FY 2014 for home scales to MedStar St, Mary’s Hospital's
Congestive Heart Failure program.

¢ Create a competitive scholarship fund initiative to support a cardiovascular or cardiac-
related program for the Calvert Memorial Hospital Health Ministry Team Network.

o Enhance collaboration and education with the Prince George’s County youth via the
Youth Garden program and/or Safe Nights at the Suitland Community Center.

¢ Identify a second site for expanding the Suitland Dine & Learn program by July 2014.

¢ 50 percent of Senior Shape Exercise Program participants will improve on at least two
(2) of the four (4) fitness assessment areas during FY 2014,

¢ Conduct at least one {1) Freedom From Smoking Cessation Program in Prince George’s
County,

e Explore opportunities for partnering with at least one (1} Prince George’s County
hospital and identify areas where the NIH Heart Center at Suburban Hospital can
support their cardiovascular health improvement initiatives.

Supplemental Documents

For a more specific outline of the total number and types of events and total interactions with
the communities served, please refer to the supplemental document entitled “CON Report
Volume FY 2013.”

The attached spreadsheet demonstrates the total number of events, total interactions, and
racially/ethnically diverse interactions in Southern Maryland from October 1, 2012 to
September 30, 2013. The data reflects the NIH Heart Center at Suburban Hospital’s strategic
approach to direct its program implementation in communities that suffer higher rates of
health risk factors and health disparities and therefore, could potentiaily benefit more from
culturally and linguistically appropriate health education and improvement initiatives. The NIH
Heart Center at Suburban Hospital is committed to improving the cardiovascular health and
wellness of its neighboring counties by working with partners in the community to deliver
comprehensive, preventive and sustainable health improvement initiatives.
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